List of Changes to the Informed Consent Document

1.      Under “NOTES FOR LOCAL INVESTIGATORS”, the Web site address for reviewing the document “Recommendations for the Development of Informed Consent Documents for Cancer Clinical Trials” prepared by the Comprehensive Working Group on Informed Consent in Cancer Clinical Trials for the National Cancer Institute has been changed from http://cancer.gov/clinicaltrials/understanding/simplification-of-informed-consent-docs/ to http://ctep.cancer.gov/protocolDevelopment/informed_consent.htm
2.      An “Introduction” section has been added after the guidance for study title, and before the section header “What is the usual approach to my (insert type of cancer, precancerous condition, early detection, prevention of cancer, diagnosis, other)?”. 

Introduction 

This is a clinical trial, a type of research study. Your study doctor will explain the clinical trial to you. Clinical trials include only people who choose to take part in the research. Please take your time to make your decision about volunteering. You may discuss your decision with your friends and family. You can also discuss this study with your health care team. If you have any questions, you can ask your study doctor for more of an explanation. You should only agree to participate in this study when you are comfortable enough with the information so that you can make an informed decision about joining.

3.      What possible risks can I expect from taking part in this study? The box “Note to consent form authors” that is located just before the sample metformin tables has been modified. Part 5 (shown below) has been deleted:

Note on stating possible side effects for imaging agents: Certain FDA regulations will need to be considered when imaging agents are used depending on the imaging agent (IND vs. commercial) and the protocol. As examples of such guidances, please refer to: FDA's draft guidance for industry standards for clinical trial imaging endpoints, found at http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM268555.pdf, and FDA’s final guidance: “Developing Medical Imaging Drug and Biological Products” found at http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ucm092895.htm. Radiation Safety Committees may also require the mention of certain radiation-related information in the informed consent form.
4.      Under the heading “Where can I get more information?”, the paragraph about clinicaltrials.com has been corrected to match the FDA required text (the word “if” has been changed to “as”):

Old paragraph:

“A description of this clinical trial will be available on http://www.ClinicalTrials.gov, if required by US law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.” 

New paragraph:

“A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by US law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.”

5.      In the section “Optional Sample Collections for Laboratory Studies and/or Biobanking for Possible Future Studies”, under the header “What is involved”,

a.      The second sentence in 2) b) has been revised:

Old wording:

b)     For future unspecified research:...
“The samples will be kept until they are used up.”

New wording:

b)    For future unspecified research:…

“The samples will be stored at (insert name of institution storing samples during study) until the end of the study, when they may be transferred to the National Institutes of Health.”

b.      The second sentence in 3) has been revised.

Old wording:

3)  “A research committee at the clinical trials organization, and/or the National Cancer Institute, will review each request.”

New wording:

3)  “A research committee will review each request.”

6.      In the section “Optional Sample Collections for Laboratory Studies and/or Biobanking for Possible Future Studies”, under the header “WHAT ARE THE POSSIBLE RISKS?” a new section about laws against the misuse of genetic information has been added:

“There are laws against the misuse of genetic information, but they may not give full protection. New health information about inherited traits that might affect you or your blood relatives could be found during a study. The researchers believe the chance these things will happen is very small, but cannot promise that they will not occur. 

“A new Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways:       

        Health insurance companies and group health plans may not request your genetic information that we get from this research. 

        Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.       

“Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. All health insurance companies and group health plans must follow this law by May 21, 2010. All employers with 15 or more employees must follow this law as of November 21, 2009.

                  

“Be aware that this new Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.”

